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Standard Test Method for Efficacy of Sanitlzers 
Recommended for Soft Non-Food Contact Surfaces 

(Dilutable) 

PURPOSE 
The purpose of this study Is to determine the antimicrobial efficacy of sanlUzers on soft, non-food contact surfaces. 
This method Is In compliance with the requirements of and may be submitted to, one or more of the following 
agencies as indicated by the Sponsor: U.S. Environmental Protection Agency (EPA) and Health Canada 

TEST SUBSTANCE CHARACTERIZATION 
According to 40 CFR, Part 160, Subpart F [160.105] test substance characterization as to Identity, strength, 
purity, solubility and composition, as applicable, shall be documented before Its use In this study. The stability of 
the test substance shall be determined prior to or concurrently with this study. Pertinent Information, which may 
affect the outcome of this study, shall be communicated In writing to the Study Director upon sample submission 
to Accuratus Lab Services. Accuratus Lab Services will append Sponsor-provided Certificates of Analysis (C of 
A) to this study report, If requested and supplied. Characterization and stability studies not performed following 
GLP regulations will be noted in the Good Laboratory Practice compliance statement 

9PHEDU|,|N<? ANP Dl^pLAIMER OF WARRANTY 
Experimental start dates are generally scheduled on a first-comeffirst-serve basis once Accuratus Lab Services 
receives the Sponsor approved/completed protocol, signed fee sctiedule and corresponding test substanoe(s). 
Based on all required materials being received at this time, the proposed experimental start date is 
December 4, 2015. Verbal results may be given upon completion of the study with a written report to follow on the 
oroposed completion date of January 4, 2016. To expedite scfieduling, please be sure all required paperwork and 
test substance documentation Is complete/accurate upon arrival at Accuratus Lab Services. 

If a test must be repeated, or a portion of It, due to failure by Accuratus Lab Services to adhere to specified 
procedures. It will be repeated free of charge. If a test must be repeated, or a portion of it, due to failure of 
internal controls. It will be repeated free of charge. "Methods Development" fees shall be assessed, however. If 
the test substance and/or test system require modifications due to complexity and difficulty of testing. 

If the Sponsor requests a repeat test, they will be charged for an additional test. Neither the name of Accuratus 
Lab Services nor any of Its employees are to be used In advertising or other promotion without written consent 
from Accuratus Lab Services. The Sponsor Is responsible for any reje^ion of the final report by the regulating 
agencies concerning report format, pagination, etc. To prevent rejection. Sponsor should carefully review the 
Accuratus Lab Services final report and notify AccuraUis Lab Services of any perceived deficiencies In these 
areas before submission of the report to the regulatory agency. Accuratus Lab Services will make reasonable 
changes deemed necessary by the Sponsor, without altering the technical data. 

jMSTiFigAH9W FQR ?ELECTIQN Pf THE TE$T $YgTP» 
The U.S. Environmental Protection Agency requires that a specific claim for a sanltlzer be supported by 
appropriate scientific data demonstrating the efficacy of the sanltlzer against the claimed organism. In addition. 
Health Canada requires that the product be recognized as a disinfectant prior to accepting sanltlzer claims. This 
is accomplished In the laboratory by treating the target organism with the test substance under conditions which 
simulate as closely as possible, the actual conditions under which the test substance Is designed to be used. For 
products Intended for use on soft non-food contact surfaces, a fabric carrier method is used In the generation of 
the supporting data. The test system to be used In this study will be a modlficallon of the ASTM approved method for 
ttie evaluation of the antimicrobial efficacy of sanitlzers on soft non-food contact surfaces. The carriers and 
associated drying conditions have been modified for a soft-surface application. 

Custom - Proptteory Infomudon -

IZSSCorponttCmterDilvi.SuItt 110 • Eaiin, MN 55121 • B77.287.837B • 5SI.379.55I0 • www.)CCuri{iislal>i.com 

IzesCorporateCenterDrive. Suite 110 'Eagan,MN 55121 • 877.287.8378 • B.SI 370 .ssm . wwwn«r.ir«hiri«h. 



Project No. Aig691 

Protocol Number SRC85090915.NFS.1 

Church & Dwight Co., iru:. 

Page 42 of 51 
S;. ACCURATUS 

• —LAB SERVICES— 
THE ANTIMICROBIAL AUTHORITY 

Protocol Number: SRCSSOSODIS.NFS.I 
Revised November 16,2015 

Church & Dwight Co., Inc. 
Page 3 of 12 

ACCURATUS 
LAB SERVICES 

T^ST PRINCIPLE 
A film of organism cdte dried on a surface of appropriate carriers is exposed to the test substance for a specified 
exposure time. After exposure, the carriers are neutralized and assayed for survivors. Appropriate sterility, culture 
purity, carrier population, neutralization confirmation and inoculum count controls are performed. The current 
revision of Standard Operating Procedure CGT-0032 reflects the methods which shall be used in this study. 

TEST METHOD 

Table 1: 

Tost Organism Designation U Growth Medium Incubation Parameters 

Staphylococcus aureus 6538 Nutrient Broth 35-37°C, aerobic 

Klebsiella pneumoniae 4352 Nutrient Broth 35-37''C, aerobic 

The test organism{s) to be used in this study was/were obtained from the American Type Culture Coliection 
(ATCC), Manassas, VA. 

Riihri^tiiwi Anar Tryptic Soy Agar+5% Sheep's blood will be used in testing. The agar used in the test will be the 
same as that which is used In the control procedures which substantiates test organism recovery. 

Carriers 
Prepare a scouring solution by adding a ratio of approximately 1.5 grams NajCOa and approximately 1.5 grams of 
Trtton X-100 to approximately 3 L of deionlzed water. Equivalent dilutions may be made. Tfte fabric for testing 
will be obtained containing approximately 80 x 80 threads/inch, plain cotton weave. Alternate fabric may be used 
by Sponsor request. Add approximately 300 grams of test fabric to each 3 L volume of scouring solution, or 
equivalent. Allow the solution to boil for approximately 60 minutes. Remove the fabric and rinse by placing first in 
boiling water for a minimum of 5 minutes and then placing in cold water for a minimum of 5 minutes. During the 
rinsing procedure, mix the fabric in the water In order to help remove wetting agent. Allow the fabric to air dry. 
Cut fabric carriers of approximately 1 inch x 1 inch from the prepared fabric and autoclave sterilize. After 
sterilization, place each carrier Into a sterile Petri dish prior to use In testing. 

Preparation of Test Organism 
From a stock slant no more than 5 transfers from original stock and s1 month old, an initial tube (10 ml) of culture 
broth will be inoculated. This culture is termed the "initial broth suspension." From this Initial broth suspension, at 
least three consecutive daily transfers using 1 loopful (10 pL) of culture into 10 mL of culture media will t>e 
performed prior to use as an inoculum. Incubate each daily transfer for 24±2 hours using the appropriate growth 
medium. The final test culture win be Incubated for 48-54 hours. 

A 48-54 hour culture will be vortex-mixed and allowed to settle for ^15 minutes. The upper 2/3rds of the culture 
will be removed and transferred to a sterile vessel for use In testing. The culture may be adjusted by dilution In 
growth medium or by centrifuge concentration. If necessary. An organic soil load may be added to the test culture 
per Sponsor request. The test culture will be thoroughly mixed prior to use. 

Preparation of Test Substance 
The test substance will be prepared according to the directions for intended use of the producL The test 
substance shali be used within three hours of preparation If additional preparation is required by Accuratus Lab 
Services. 
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Contamination of Carriers 
Inoculate each sterile carrier with 0.03 mt. (30 pL) of culture using a calibrated pipettor distributing the inoculum 
evenly about the carrier. Dry the inoculated carriers for 20-30 minutes until visibly dry with the Petri dish lids Intact A 
drying humidity should be selected to encourage maximum survival of the test organism (targeting approximately 40% 
humidity, for exampie). A constant humidity chamber will be used in place of a desiccating chamber to ensure 
uniform humidification conditions and to overcome slow re-equillbration of a desiccator after opening. 

Drying Conditions; 35-37°C targeting 40% humidity 

Exposure Conditions 
Following the completion of drying, transfer each carrier to individual sterile 2 oz. (60 mL) polypropylene jars using 
sterile forceps. Using staggered intervals, transfer 5.0 mL of prepared test substance to each jar. The liquid 
should completely cover the carrier during exposure. Allow the carriers to expose at the Sponsor specified 
exposure temperature for the Sponsor specified exposure time. Following exposure, transfer 20 mL of neutralizer 
to the jars using identical staggered intervals. Vortex mix the jars for 10-15 seconds. Glass beads may be 
utilized to aid in organism recovery from the modified fabric substrate. 

Test System Recovery 
Within 30 minutes of neutralization, j^ate 1.0 mL and 0.1 mL aliquots of ttie neutralized subcultures (10®) in duplicate 
onto appropriate agar. 

If neutralization of the test substance cannot be achieved chemically, filter-neutralization may be performed. Within 
30 minutes of neutralization, transfer duplicate 1.0 mL and 0.1 mL of the neutralized solution, to individual filter units 
pre-wetted with 10 mL of sterile diluent. Evacuate the contents and rinse each filter with a minimum of 50 mL of 
sterile diluent. Transfer each filter to an appropriate agar using sterile forceps. 

Incubation aird Observation 
All subcultures are incubated under the conditions listed In table 1 for 48±4 hours. Following incubation, the 
subcultures will be visually enumerated. If necessary, the subcultures may be placed at 2-8°C for up to three 
days prior to examination. 

Representative test plates showing growth may be subcultured, stained and/or biochemically assayed to confirm 
or rule out the presence of the test organism. If possible, sutxxiltures containing 30-300 colonies ^11 be used for 
calculations. When membrane filtration is used, the upper limit used for counting/calculations shouid be 
200 CFU. 

STUDY CONTROLS 

Carrier Population Control 
Inoculated, dried control carriers will be treated as in a fashion similar to the test procedure utilizing sterile delonized 
water in place of the test substance. If multiple exposure times were followed in testing, the carriers will be exposed 
for the shortest exposure time followed in the test procedure. Following exposure, the carriers will be neutralized as in 
the test. The carriers will be vortex-mlxed to ensure complete eluHon of the test organism. Ten-fold serial dilutions 
will be prepared and 0.1 mL aliquots of the 10'^ to 10"* dilutions will be plated in duplicate. The acceptance criterion 
for this study control is a minimum geometric mean value of 7.5 x 10® CFU/carrier. 

Carrier Sterility Control 
Prior to testing, or concurrent with testing, a representative, unlnoculated carrier will be added to the neutralizer. 
The vessel will be mixed and 1.0 mL will be plated onto appropriate agar and Incubated. The acceptance criterion 
Is a iack of growth following incubation. 
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Neutrallzor Sterility 
Prior to or concurrent with testing, a 1.0 ml. aliquot of neutralizer wiil be plated onto appropriate agar and 
Incubated. The acceptance criterion is a lack of growth following incubation. 

Culture Purity 
A "streak plate for isolation" wiil be performed on the organism culture and foiiowing incubation examined in order 
to confirm the presence of a pure culture. The acceptance criterion for this study control is a pure culture 
demonstrating colony morphology typical of the test organism. 

Organic Soli Load Sterility 
Prior to or concurrent with testing and if applicable, the serum used for the organic soil load will be cultured, 
incubated, and visually examined for lack of growth. The acceptance criterion is a lack of growth following 
incubation. 

Neutralization Confirmation Control 
In a manner consistent with ttie AOAC 960.09 method, the foiiowing neutralization confirmation control wll be 
performed prior to testing or concunent with testing. To represent worst-case conditions, only the most 
concentrated test substance dilution and/or shortest exposure time needs to be utilized in this control when 
multiple test substance concentrations or multiple exposure times are being evaluated in the study. 

Serially dilute the prepared test culture to target 2x10* - 2x10' CFU/mL (to target a result of 10-100 CFU plated In 
each control run). Multiple organism dilutions may be prepared. (TypkaBy the KT*, Iff*or 1(X® dilutions will provide a 
culture in range depending on expected titer. Aiterrmte or partial dilutions may be used where appropriate.) If all the 
organism dllulion(s) used in this control fail to provide adequate numbers which coincides in a failure to meet the 
acceptance criterion for this study control, the control may be repeated in its entirety. 

T9?<PMHureTHy(TPD 
Add 0.1 mL of diluted test organism to 25 mL of sterile diluent and vortex mix. Hold the mixture for a minimum of 
30 minutes and spread plate or filter plate duplicate 1.0 mL and 0.1 mL aiiquots using the same method used in the 
test The acceptance criterion for this study control is growth, if the test culture titer fails to yield countable numbers 
or if the culture titer is too low resulting in failing results, the entire neutralization confirmation control may be repeated 
in its entirety, as necessary, to properly validate neutralization. 

Neutrplizptipn Cphfirmetion Ppntrpl Tfealmeni (NpT) 
Immerse a sterite carrier (one per test organism dilution to be used, per test substance to be evaluated) in 5.0 mL of 
test substance as in the test. Expose for the exposure time and neutralize each carrier with 20 mL of neutralizer. 
Vortex-mix for 10-15 seconds. Within 5 minutes, add 0.1 mL of diluted test organism to the neutralized contents 
and vortex mix. Hold the mixture for a minimum of 30 minutes and spread plate or filter plate duplicate 1.0 mL and 
0.1 mL aiiquots using the same method used in the test. The acceptance criterion for this study control is growth 
within 1 iogio of the test culture titer (TCT) for at least one of the aiiquots plated. 

Nftilfpllzy TwKiltY Trgalmppt (NTT) 
Add 0.1 mL of dfuted test organism to 25 mL of sterile neutralizer and vortex mix. Hold the mixture for a minimum of 
30 minutes and spread plate or filter plate duplicate 1.0 mL and 0.1 mL aiiquots using the same method used in the 
test. The acceptance criterion for this study control is growth within 1 iogio of the test culture titer (TCT) for at least 
one of tfie aiiquots plated. 

Hold times after the addition of the test organism to die neutralization confirmation control vessels may be 
reduced if neutralization is a concern. Hold dmes followed should be as long or longer than the actual time 
required to plate the test carriers for a given test organism/test substance set 

Inoculum Count 
Serially dilute and plate the test organism In duplicate using 0.1 mL aiiquots and appropriate dilutions and 
incubate as in the test. This control is for informational purposes and therefore has no acceptance criterion. 
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PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM 

Accuratus Lab Services maintains Standard Operating Procedures (SOPs) relative to efficacy testing 
studies. Efficacy testing is performed in strict adherence to these SOPs which have been constructed to cover all 
aspects of the work including, but not limited to, receipt, log-in, and tracking of biologicat reagents including test 
organism strains for purposes of identification, receipt and use of chemical reagents. These procedures are 
designed to document each step of efficacy testing studies. Appropriate references to medium, batch number, 
etc. are documented in the raw data collected during the course of each study. 

Additionally, each efficacy test is assigned a unique Project Number when the protocd for the study is initiated by 
the Study Director. This number is used for Identification of the test subcultures, etc. during the course of the 
test. Test subcultures are also labeled with reference to the test organism, experimental start date, and test 
product. Microscopic and/or macroscopic evaluations of positive subcultures are performed in order to confirm 
the identity of the test organism. These measures are designed to document the identity of the test system. 

METHOD FOR CONTROL OF BIAS: N/A 

$TUDY ACCPPTANCE CRITSWA 

Test Sutistance Performance Criteria 
The efficacy performance requirements for label claims state that the test substance must demonstrate a minimum 
99.9% reduction of test survivors as compared to the population control to be considered an effective non-food 
contact sanitizer. 

Control Acceptance Criteria 
Tfie study controls must perform according to the criteria detailed in the study controls description section. If any 
control acceptance criteria are not meL the test rrtay be repeated under the current protocol number. 

If any portion of the protocol is executed incorrectly warranting repeat testing, the test may be repeated under the 
current protocol number, if the population control fails to meet the minimum requirement or if the neutralization 
control acceptance criteria is not met and the study fails to meet the efficacy requirements, repeat testing is not 
required. 

REPORT 
The report will Include, but not be limited to, identification of the sample, date received, initiation and complellon 
dates, identification of the organism strains used, description of media and reagents, description of the methods 
employed, tabulated results and conclusion as it relates to the purpose of the test, and all other Items required by 
40 CFR Part 160.185. 

PROTOQQL CHARON? 
If It becomes necessary to make changes in the approved protocol, the revision and reasons for changes will be 
documented, reported to the Sponsor and will become a part of the permanent file for that study. Simiiariy, the 
Sponsor will be notified as soon as possible whenever an event occurs tfiat may have an effect on the validity of 
the study. 

Standard operating procedures used in this study will be the correct effective revision at the time of the work. Any 
minor changes to SOPs (for this study) or methods used will be documented in the raw data and approved by the 
Study Director. 

TEST SUBSTANCE RETENTION 
It Is the responsDillity of the Sponsor to retain a sample of the test substance. All unused test sulwtance will 
be discarded following study completion unless otherwise Indicated by Sponsor. 
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RECORD RETENTION 

Study Specific Documents 

All of the original raw data developed exclusively for this study shall be archived at Accuratus Lab Services for a 
minimum of five years for GLP studies or a minimum of six months for all other studies following the study 
completion date. After this time, the Sponsor (or the Sponsor Representative, if applicable) will be contacted to 
determine the final disposition. These original data Include, but are not limited to, the following: 

1. All handwritten raw data for control and test substances Including, but not limited to notebooks, data 
forms and calculations. 

2. Any protocol amendments/deviation notifications. 
3. All measured data used In formulating the final report. 
4. Memoranda, specifications, and other study specific correspondence relating to interpretation and 

evaluation of data, other than those documents contained in the final study report. 
5. Original signed protocol. 
6. Certified copy of final study report. 
7. Study-specific SOP deviations made during the study. 

Facility Specific Documents 

The following records shall also be archived at Accuratus Lab Services. These documents Include, but are not 
limited to, the following: 

1. SOPs which pertain to the study conducted. 
2. Non study-specific SOP deviations made during the course of this study which may affect the results 

obtained during this study. 
3. Methods which were used or referenced In the study conducted. 
4. OA reports for each OA Inspection with comments. 
5. Facility Records: Temperature Logs (ambient, incubator, etc.), Instrument Logs, Calibration and 

Maintenance Records. 
6. Current cumiculum vitae, training records, and job descriptions for all personnel Involved in the study. 

REFERENCES 
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Textiles - Efficacy Data Recommendations, December 21, 2012. 

3. American Society for Testing and Materials (ASTM). Standard Test Method for Efficacy of Sanitlzers 
Recommended for Inanimate Non-Food Contact Surfaces, El 153-14. 

4. Association of Official Analytical Chemists (AOAC) Official Method 960.09, Germicidal and Detergent 
Sanitizing Action of Disinfectants Method, in Official Methods of Analysis of the AOAC, 2013 Edition. 

5. American Society for Testing and Materials (ASTM). Standard Test Method for Evaluation of Laundry 
Sanitizers and Disinfectants, E2274-09. 
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8. HealthCanada, January, 2014. Guidance Document - Disinfectant Drugs. 
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DATA ANALYSIS 

Calculations 

CFU/mL= taveraoe CFU) x (dHulion factorl 
(volume plated In mL) 

Number of Organisms Surviving per Carrier 

CFU/carrier = (average CFUt x IdButton factor! x (volume neutralted solution m mLl 
(volume plated or fUtered In mL) 

Geometric Mean of Number of Organisms Surviving on Test or Control Carriers 

Geometric Mean = Antllog of Loo^ffX^ * Loo^nX, • Loo.nX^ 
N 

Where: X equals CFU/carrier 
N equals number of carriers 

Percent Reduction 

% reduction = [(a - b) / a] x 100 

where: 
a = geometric mean of the number of organisms surviving on the population control carriers, 
b = geometric mean of the number of organisms surviving on the test carriers. 

Recovery Logic Difference = Logic (Average CFU In TCT) - Logic (Average CFU in NCT or NTT) 
Used for the neiitrallzation confirmation control 

Statistical Methods 
None Used. 
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STUDY INFORMATION 
(All blank seelkms are corrtpJefsO by the Sponsor or Sponsor Representative as linked to their stgnahre, unless olhenwise noted.) 

Test Substance (Name & Batch Numbers) exactly as it should appear on final repoit-
Caorlcom Lots: 4562-132.4562-143.4382444-^ H - HO 

Testing at the lower certified limit (LCL) Is required for ri^lstration, no aged batch Is necessary. 

Product Descrlptloru 
• Quaternary ammonia 
• lodophor 
• Sodium hypochlorite 

• Peraoetic add 
• Peroxide 
Bother Sodium DercarfaonateandTAED 

ii'iN'n 

iroximate Test Substanra Active Concentration (upon submission to Accuratus Lab Setvlces): 

vakta is used lor neutnSzMon planning only. This value Is not Mended to represent e/iaieetertuilton values.) 

NeutrallzatlonfSubculture Broth: Letheen Brolh • 3.0% Tween flO e 0.4% Sodium Laravl i 
03% Ledthin f 3% Saponin • 0.1% HIsBdhte e 8oi«um 
TWosulfale*np5<y^^p(pipi.„ 

Storage Conditions: 
0 Room Temperature 
• 2-8''C 
• Other. 

(NOTE: All broth must also serve as an appmpriete growth merSum lor the lest 
organism) 

• Accuratus Lab Senhces' Discration. By checking, ihs Sponsor aixhcrirss 
Accuratus Lab Services, at their discretion, to pertenn nautralzatlon oonflrmBtlon sssaya at 
the Sponsor's expense prtcr to testing to determtne the most appropriate neutratear. (See 
FeeSclwdPeL 

Hazards; 
• None known: Use Standard Precautions 
0 Material Safety Data Sheet, Attached for each product 
• As Follows:. 

Product Preparation 
• No dilution required, Use as received (RTU) 

. .0 .milkKKsjlpbe tested: : , . . . ' . ' -... 
.. •. 62.40/1 lief deTtnedas 1 prg-yytfiihlWl l^el ULIffi 

(example: 1 oz/gaHon) (amount of test substance) (amount ol diluent) 
• Dekxiized Water (Filter or/kutodave Sterilized) 
• Tap Water (Filter or Autoclave Sterilized) - All lap water Is softened; the water hardness lor the batch of 

tap water used wll be determined and reported. 
0 AOAC Synthetic Hard Water. 100 PPM 
0 Ottrer See modifications for DreOBfaBon Inslruclions 

'Note: An equhralani dilution may be made unless otherwise lequesled by the Sponsor, 

Tost Organism(s): 0 Slap/iytococcus aureus (ATCC 6538) 
0 Ktebsrelfa pneumoniae (ATCX: 4352) 

Carrier Number S test carriers per batch and 3 pooulallon conlrol carriers 

Fabric Carrier Type: 0 100% Plain Cotton Weave • Other 
0 100% Polyester 

Exposure Time: 4.5 minutes Exposure Temperature: Room temoerature (1B>25 •€) 

Organic Soil Load: 
0 Minimum 5% Organic Soil Load (Fetal Bovine Serum) 
• No Organic Soil Load Required 
• Other 

Custom - ftoprieUfy -
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SPRAY BOTn.ES USED IN TESTING 
To ensure expectad levels or product ere delivered, H Is recommended that the Sponsor prow'de the spray bodies 
used in lesting. Please indicate the desired source of the sprayer bottles used in lasting: 
• Sptayer(s) and bottle(s) are provided by the .Sponsor 

/h __ >0" General purpose spray bottles) are lb be pitAfided by Accuratus Lab Services 
0 a The spray noz2le(s) are provided by the Sponsor and general purpose bottle(s) will be provided by Accuratus 

IHt-15. Lab Services 

TPST ?upgTANPP ?HIPM^NT swus 
fThls section is lor Informational purposes only.) 
a Test Substance ts alreadv oresent at Accuratus Lab Services. 
T4 Test Substance has been or will be shiooed to Accuratus Lab Services. 

Date ol expected receipl at Accuratus Lab Services: 1 r>4- IhiO -/S 
• Test Substance to be hand-delivered (must arrive by noon at least one day prior to lesting or other ' . ; ; 

arrangements made with the Study director). ' ' ' ' 

R^QVLATPRV AQ^NCY(S) THAT MAY RPVIgW DATA 
EZI U.S. EPA 
• ftealth Canada 
• Therapeutic Goods Administration (Australian TGA) 

COMPUANCE 
Study to be performed under EPA Good Laboratory Practice regulations (40 CFR Part 160) and In acoondanca to 
standard operating procedures. 
BYes 
• No (Non-GLP or Development Study) 

PROTOCOL MODIFICATIONS 
• Approved without modification 
El Approved with modjfication 
A draft report wW be nrovlded for review prior to flnalixatlori, PerSponsyreouesl thetesiciJliurewitibei 
toteroet5.88-6.68loo,.CFUfcarrter. TVue. i» pravfaca 

' «ii-IT-<5 
For Preoarino Test Substance: Q 

1. PiBoare 100 oom hard water. Temperature of water should be 25''C ± 5°C. 

3. Slowlv add 1 dose (62.4ol of powder to Ihe 1 L of water. This cen best be done bv oenllv taanino the 
Dowder vessel and sorinWIno the powder Into the water iust off the center of the vortex. 

A. Stir the mtxlure una an powder is disoefaedbut no tonoer than 20 mlnules far the 62.4 QflLmixiutB. 
5. Please record the needed dissolution lime. Record the time needed to achieve full disoarsinn. 
6. Ttw Iwt soliAtdh mwl t» tified v^ltiln 40 tn'nM'by ipilpwing miying (ig. 9Q i 

FfWgdtevratef), 

PROTQPQIATTAPHMENTS 
Supplemental information Form Attached - • Yes 0 No 

QISIMI -aopriwylnlotnwllon-
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TEST 8UB8TAWCE CHARACTERIZATION A 8TABIUTY TESTING 
[Verification required per 40 CFR Part 160 Subpart B (160.31(d))] 
• Characterization/Stabiilty testing is not required (For Non-GLP or Development testing only) 

OR 

Phvsical and Chamieal Charactaftzatton fldentitv. oigitv. strenotti. solubMIt" -« of the test lots 
B Physical & Chemical Characterization has been or will be completed prior to efHcacy testing. 

QIP wmpilgnw stPtM? pf phwlail <li ch^miail charMteriiwitlpn twtfria; 
Q Testing was or will be performed following 40 CFR Part 160 GLP regulations 
• Characterization has not been or will not be performed following GLP regulations 

Check and complete the foilowina that apoiv: 
0 A Certificate of Analysis (C of A) may be provided for each lot of test substance. If provided, the C of 

A will be appended to the report. 
0 Testing has been or will be conducted at Accuratus Lab Senrices under protocol or study #: 

• Test has been or will be conducted by another facility under protocol or study #: 

• Physical & Chemical Characterization was not or will not be performed prior to efficacy testing. 

Stability TesUno of the formulBMon 
0 Stability testing has been or will be completed prior to or concurrent with efficacy testing. 

9LP whipliapp? rtfltus gt ?tttWIIW tffftihfl; 
(GLP compliance is required by 40 CFR Pert 160) 
0 Testing was or will be performed following 40 CFR Part 160 GLP regulations 
• Stability testing has not been or will not be performed following GLP regulations 

Check and comolele the fbltowlnn that aoolv: 
• Testing has been or will be conducted at Accuratus Lab Services under protocol or study #: 

• Test has been or will be conducted by another facility under protocol or study #: 

• Stability testing was not or will not be performed prior to or concurrent with efficacy testing. 

If test substance characterization or stability testing Information Is not provided or Is not performed following GLP 
regulations, this will be Indicated In the GLP compliance statement of the final report 

Custom - hoprieiry IntoniMllen -
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ACCURATUS 
LAB SERVICEB 

APPRC>VAL?l<?MATU>ffi? 

SPONSOR: 

NAME:. Ms. Jgngs 

SIGNATURE:. 

U 

TITLE:. _AgenL 

DATE: 

(?W)2»I-W73, EMAIL_dS!nai titsfiffl-

For confidentiality purposes, study information will be released only to the sponsor/fepresentatlve signing the 
protocol (above) unless other Individuals are specrfca/ly authorized in writing to receive study Information. 
Other Individuals authorized to receive Information regarding this study: • See Attached 

. StgYflP (Sain) ftdamY, 98g ?latf 

Accuratus Lab Services: 

NAME:, 
Director 

SIGNATURE DATE:. [\lnli5 

CtBsiom - fropfiBlarY Infqrmrtloft -
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